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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS DC2921

This summary of safety and effectiveness is provided as part of this Prernarket Notification in

compliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(l)

SAMSUNG MIEDISON CO., LTD.
1003, Daechi-dong, Gangoan-tu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Mvanager

Telephone: 82.2.2194.1373)
Facsimile: 82.2.556.9209

Data Prepared: October 10, 2011

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories

Proprietary Name:
M/ySono U6 Diagnostic Ultrasound System

Classification Names: FR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 JYN

Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identif ication of the predicate or legally marketed device:

- SONOACE R7 Diag-nostic Ultrasound System (KI 12646)
- SONOACE XS Diagnostic Ultrasound System (K093714)
- MkySono US Diagntostic Ultrasound System (KIOO 186)
- SONOACE R5 Diagnostic Ultrasound System (K103722)

510(k) Siniiiiarv / Statemient Certificanion ATTACFIENENT I



5 10(k) Preinarker Notification NMvSono U6 Diagnosici Utrasound Sysleml

4. Device Description:

The M/ySono U6 is a general purpose, hand-held, software controlled, diagnostic Ultrasound system. Its

Function is to acquire ultrasound data and to display the data as B mode, NI mode, Color Doppler
imaging, Power Doppler imaging, PW/CW Spectral Doppler mode, Harmonic imaging, Tissue Doppler
imagying, 3D imaging mode (real time 4D imaging mode) or as a combination of these modes. The
MySono UJ6 also gives the operator the ability to measure anatomical structures and offers analysis
packages that provide information that is used to make a diagnosis by competent health care
professionals. The MlySono U6 has real time acoustic output display with two basic indices, a

mechanical index and a thermal index, which are both automatically displayed.

The iMySono U6 has been designed to meet the following product safety standards:
- U..L 6060 1-1, Safety requirements for Medical Equipment
- CSA C22.2 No. 60 1. 1, Safety requirements for Mfedical Equipment
- tEC6060l-2-37, Diagnostic Ultrasound Safety Standards
- IEC60601-l- , Safety requirements for Medical Equipment
- 1EC60601-l-2, EMC requirements for Mledical Equipment
- NEMIA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
- NEMA IJD-3, Standard for Real Time Display of Thermal and Mlechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- [EC 61157, Declaration of the acoustic Output
- [5010993-I, Biocompatibility

5. Intended Uses:

The MySono U.6 Diagnostic Ultrasound System and transducers are intended for diagnostic Ultrasound
imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic, Adult
Cephalic, Trans-rectal, Trans-vaginal, M'vuscular-Skeletal (Conventional, Superficial), Cardiac Adult,
Cardiac Pediatric, Peripheral vessel.

6. Technological Characteristics:

The MySono U6 is substantially equivalent with respect to safety, effectiveness, and functionality to the
SONOACE R7 Diagnostic Ultrasound System (K 112646), SONOACE X8 Diagnostic Ultrasound
System (K093714) , MySono U5 Diagnostic Ultrasound System (K100 186), and SONOACE R5
Diagnostic Ultrasound System (K103722).
All systems transmrit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomiuc structures and fluid Flow within the body. All system allow for
specialized measurements Of Structures and flow, and calculations.

END of 510(K) Sumnmary
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

0 Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Samsung Medison Co., Ltd. DC2921
Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2 5th Street NW
BUFFALO MN 55313

Re: K1 13381
Trade/Device Name: MySono U6 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: LYN, LYO, and ITX
Dated: December 19, 2011
Received: December 20, 2011

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DUS 6000 Digital Ultrasonic Imaging System, as described in your premarket
notification:

Transducer Model Number

C2-5 P2-4
C2-8 3DC2-6
C4-9 3D4-9

EVN4-9 CW2.0
LN5 -12



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRHICDRH-Offices/ucml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblemn/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Michael O'Hara at
(301) 796-0294.

Sincerely Yours,

Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



5 10(k) Premarket \otification MySono U6 Diagnostic Ultrasound System

SECTION 1.3
INDICATIONS FOR USE

510(k) Number (if known): _____

Device Name: NLVvSono U6 Diagnostic Ultrasound System

[ndications for Use:

The MySono U6 Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging

and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Pediatric, Small Organ, Neonatal Cephalic, Adult Cephalic,

Trans-rectal, Trans-vag-inal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult, Cardiac Pediatric,

Peripheral vessel.

Prescription Use NAN/O Over-The-Counter Use_ __

(Part 21 CFR 801 Subpart D) ik"/R(21 CFR 80 1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS IINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

MvSIOnsign-oft)

Office of in vitro Diagnostic Device Evaluation and Safety

Indications for Use s~ l-Section 1.3, page I



5 10kW Preniarket Notification MySono U6 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND LNDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: MySono U6 Diagnostic Ultrasound System
Intended Use: Diag-nostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinia Apicto Mode of Operation (-includes simultaneous B-mode)

General Specific BS NI PWD CD Colo Combined- te

(Track I only) Tracks I & tin) - - - Doppler* (Spec ) (Spe.)

Ophthalmic Ophthalmic

Fetal fSee Note 3) IN N N '4 NoelI Notes 2,4, 7,8

Abdominal N N N N N Note t Notes 2, 7, 8

tora-operative (See Vote 6)

Intra-operative (Neuro.) ____________

Fetal Imag-ing Laparoscopic ____________

& Other Pediatric N N N N Note I Note 2, 5, 6, 7,8

Small Organ (See Vote 5) N N N N Nte I Note 2, 5, 6, 7, 8

Neonatal Cephalic N N N N Note I Notes

Adult Cephanic IN N\ N N N Note I Note 7

Trans-rectal N N N N Note I Note 2, 7, 8

Trans-vaginal N N N1 N\ Note I Note 2, 7. 8

Trans-urethall

Trans-esoph. (non-Cardiac)

Mlvusculo-skel. (Convent.) N \N N N Note I MNote 2. 5,6,7

Musculo-skel, (Supertic.) N N N N Note t Note 2, 5,6, 7

tatra-lumninal

Other (Spec.)

Cardiac Adult N N N N N Note I Note 4, 7

Cardiac Cardiac Pediatri.c N N N N N Note I Note 4, 7

Trans-esophageal (Cardiac)

Other (Spec.)

Peripheral 1 INPeripheral vessel N N N NNNote I Note 2, 5, 6. 7. 8

Vessel OIe se.

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: RI. B/Color MI. B/PWD or CWD, BColocr Doppter, B/Color Doppler/PWD or CWD. B/Power Doppler/PWD, B/Color Doppler/Color NI

Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, Pediatric anid neonatal patients

Note 6: Abdominal orgains and peripheral vessel
Note 7: Tissue Hamionic Imaging (THIU
Note 8: 3D imasuiu

Concurrence of CDRH, Office of In Vitro Diag nostic Devices (OIVO)
Prescription Use (Per 21 CFR 801. 109)

Officea of In Vitro Diagnostic Device Evaluation and Safety-

Indications for Use 510K k11 3R& (- Section .3, page 2



5 10f k) Premnarket No tifi cation mySono U6 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-5 for use with MySono U16
[ntended Use: Diagnostic ultrasound imaginig or fluid flow analysis of the human body as follws

Clinical Applicati on -N d - Moeo Operation t-icludes smultaneu -moe

GenralSpecific B~ FI PW CD oi Crn d0ther

(rc[ol)(Tricks I & t11) Doppler I Spe. (Spec.)

Ophthalmic IOphthalmic
Fetal([See Noteh 3)P P P P NoteINts2 .4,7, 8

Abdominal P P P P Not I'Nte 2,7, 8

nta-operative (See ,Voie 6) j___

tara-operative (Nenro.)

Fetal Imaging Lapaposcopic

& Other Pediatric PpP P P Note I Notes 2, 7. 8

Small Organ (See Nb/c5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaeinal

Traos-urethnl

Trans-esoph. (non-Cardiac) _______

Muisculo-skel. (Convent.) _______

Musculo-skel. (Superfic. _______

hnrm-lurninal _______

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric ___________

Trans-esophageal (Cardiac) ___________

Other (Spec

Peripheral Peripheral vessel ____

Vessel Other (spec.)

N= new indication: P= previously cleared by FDA K! 12646; E= added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note I: RIM , B/Color M, BIPWD or CWD. BColor Doppler, B/Color Doppler'P WO or CWD, B Power DopplerIPWD. BPColor Doppler;Color NI

Note 2: tncludes imaging for guidance of biopsy
Note 3: tncludes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid. parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel
Note 7: Tissu1e Harmonic Iming~re (THI)
Note 8: 3 D imag-ing

Concurrence of CORK-) Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 2 1 CFR 801. 109)

DM fRadiological Oevces
office of In Vitro Diagnostic Device Evaluation and Safety

Indications for Use 51OK A ~s . (Section L3, page 3



101k) Prennarket Notilfication MlvSono U6 Dia-postic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-8 for use with MySono U6
Intendled Use: Diagnostic ultrasound imaamng or fluid flow analysis of the human body as follows:

Clinical Application \'lode at Opration (*cludes simultaneous B-mode)

General Specific B 10 PWD CWD Coa Coninned* Other

(Track I only) (Tracks t & Ill) 1Dopp let (Spec.)I (Spec.)

Ophthalmic Ophthalmic

Fetal (See Mote 3) P P P P Note I Notes.2, 4, 7.8

Abdominal P P P P Note I Notes 2. 7, 3

Ira-operative (See Nt~oe 6)

Intra-operative (Neuro.) _______

Fetal linatingt Laparoscopic

& Other Pediatric P P P p Note I Notes 2,. 1,8

Small Organ (See Note 5) ______

Neonatal Cephalic ______

Adult Cephalic ______

Trans-rectal _______

Trans-vagtinal _____

Trans-urethral

Trans-esoph. (non-Cardiac) ______

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Ina-luminal

Other (Spec.) __________________

Cardiac Adult ____ ______ _______

Cardiac Cardiac Pediatri c

Trans-esophaceal (Cardiac) _______

Oilier (Spec.)

Peripheral Peripheral vessel _______

Vessel Other (spec.)

N=new indication: P= previously cleared by FDAK 1 12646: E- added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler

Note 1: B'M, B!Color NI, BiPWD or CWD. BiColor Doppler, B/Cobo DoppleoPWD or CWD, B'Power Doppler'PWD. BiColor Doppler'ColorMN

Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid. breast, scrowm and penis in adult, pediatrnc and neonatal patients

Note 6: Abdominal organs and periphleral vessel
Note 7: Tissue Harmonic imaguig (THIU
Note 8: 3D imaging

Concurrence of CDRH, Otfice of In Vitro Oiinnostic Devices (OIVD)
Prescription Use (Per 2 1 CER 8 1. 109)

(Do onSgn-Oft)
Dionc o adological Devices

Ofte of In Vito Diagnostic Device Evaluation and Safety

Indications for Use A / 3 jSection 1.3. page 4



5 1 0(k) Prernarket Notification MYSono U6 Diaenoustic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C4-9 for use with MySono U6
hitended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ____Mode of 0 eration ('includes simultaneous B-mode)

General Specific B NI PWD CWD Color Combined* Other

(Track I only) (Tracks I & 111) Doppler* (Spec.) (SpecJl

Ophthalmic OphthalmicI

Fetal (See Vote 3) N N \ N Note I Notes8

Abdominal N N N N Note I Notes8

Intr-operative (See Vote 6} ____________

Intr-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric N N N N Note I Notes

Small Organ (See N~ote 5) N IN N N Note INotes 8

Neonatal Cephalic N N LN N Note I Notes3

Adunlt veaic______

Trans-rethal

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

tMusculo-skel. (Superfic.)

[ntra-luminal

Other (spec.) __________________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _______________________

Other (spec.)

Peripheral Peripheral vessel P P ____ P Note INoeS

Vesl Oteesp c)ssel____________________ ___________________________ ___________________________pi p__________

N= new indication: P= previously cleared by FDA; E= added under Appendix E
Additionai Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/NI B/Color NI, B/PWD or CWD. B'Color Doppler. B;Color Doppler.,PWD or CWD. BrPower DopplerPWD, B/Color Doppler;Color MI
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color Nt-mode
Note 5: For example: thyroid, parathyroid, breast. scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hanrmonic lImaging (TI)
NoteS8: 3D imaging

Concurrence of CDRH. Office of In Vitro Diag-nostic Devices (OIVD)
Prescription Use (Per 21 CER SO01. 109)

BD Sion Sign-Oft)
Dm fRadiological Devceis

Office of In Vitro Diagrcastic Device Evaluation and Safety

Indications for Use 51K A Section 1.3. page 5



5 10(k) Prernarket Notification MySono U6 Diag-nostic ltrasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: FVN4-9 for use with MySono U6
[ntended Use: Diagnostic ultrasound imagying or fluid flow analysi of the human body as follows:

Clinical Application Mode cOprto f~nlde smultaneous B-miode)

GnrlSpecific B CI PD.C, Ccambind' Other

,Tracknmonly) (Tracks I & 111) Doplr I Spec.) (Spec.)

Ophathalmic Ophthahnic

Fetal (See NVote 3)

Abdomninal ____

[ntrat-operative (See Vlote 6)

ku-a-operative (Neuro.)

Fetal [in-aguig Laparoiscopic

& Other Pediatric

Smrall Orman ,'See ;Vbte 5/i

Neonatal Cephalic

Adult Cephatic

Trans-rectal p P P P Note I Notes 2, 8

Trons-vatinal P P P P Note I Notes 2, 8

Trans-urethral

Trans-esoph. (non-Cardiac) ______________

Niusculo-skel. (Convent.) __________________________

NiAusculo-skel. (Superfic.) ______

Intra-luminal ______

Other (spec.)

Cardiac Adult ______

Cardiac Cardiac Pediari c

Trans-esophagrea I (Cardiac)

Other (spec-) __________________________

Peripheral Peripheral vessel ______

vessel Other (spec.)

N=new indication; P= previously cleared by FDA K 103722; E= added under Appendix E

Additional Comments:
Color Doppler includes Power Amplirude) Doppler
Note 1: B'NI. B/Color M, B/PWDorCWD. B/Color Doppler, BColor Doppler,.PWD orCWD, B-Power Doppler/'P W, BRColor Doppler/Color'M

Note 2: Includes imaging f'or guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For examrple: thyind, parathyroid, breast, scronamn and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hanrmonic Iniaging (THII
Note 8: 3D imaging

Concurrence of CDRH, Office of In Vitro Diagnostic Dev ices (OIV D)

Prescription Use (Per 21 CER 80 1.109)

(Oivsjd i Sign-Of
Divsion of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

indications, for Use A /a a Section . Pale 6



5 10(k) Prernarket Notification MySonuo [U6 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMIENT

5 1 0(k) No.:
Device Name: LN5-12 for use with MySono, U6
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

____________Clinical Application Mode to etion (includessimultaneous B-model

General Specific B I PWD CW oo obnd ther

(Track!I only) (Tracks I& Ill) Dappled (Spec.) (spec.)

Ophthalmic Ophthalmic

Fetal (SeeVote 3j

Abdominal

hinn--operative (See M~ote 6j

Init-operative (Neuro.)

Fetal Imaginez Lapamscopic

& Other Ped iatric P P P P Note I Notes 2,5.6,7

Small Organ (SeeNoteS5) P P P P Note I Notes 2,5,637

Neonatal Cephalic

Adult Cephalic ___________

Trans-rectal

Trans-vaginal ____________

Trans-urethral

Trans-esoph. (non-Cardiac)

Nlusculo-skel. (Convent.) p P P P Note I Notes 2,5.6,7

Ntusculo-skel. (Superfic.) p P P P Note I NteS 2.5,6.7

Intra-laminal ___ ______

Other (spec.)

Cardiac Adult ___________

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)I

Other (spec.)- - - ---

Peripheral Peripheral vessel p P P P NotINoe 5A6,1

Vessel Other(spec.) i

N= new indication; P= previously cleared by FDA K 112646; E= added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B/NI, B/Color NI, B/PWD or CWD, B/Color Doppler. B/Color Doppler/,PWD or CWD. B/Power Doppler/,PWD, BiColor Doppler,/Color NI

Note 2: Includes imag-ing for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imtaging (THI
NoteS8: 3D imuaing

Concurrence of CDR-H, Office of In Vitro Diagnostic Devices (OLVO)

Prescription Use (Per 21 CER 801.109)

('Sion Sig"Of
: D insion ft Ra ologicaj Devices

Office of In Viro Diagnstic Device Evaluation and Safety

Indications for Use 510K 6 LL Section 1.3. page 7



5 10(k) Premarket Notification 'vlySono U6 Diagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOUND IND ICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: P2-4 for use with MySono U6
Intended Use: Diau-nostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mlode of Operation (*includes simultaneous B-mode)

General Specific B NI PWD CWD Color Combined* Other
f(Track I only) (Tracks I& til) VD Dopler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal f(See Note 3)

Abdominal P P P P P Note I Note 7

Intra-operative (See Note 6j

Intrax-operative (Neuro.)

Fetal [magting Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic P P P P P Note I Note 7

Trains-rectal

Trans;-vaginal

Trons-urethral

Trans-esophi. (non-Cardiac)

.Musculo-skel. (Convent.)

Ntlusculo-skel. (Supertic.)

Intra-lurnal

Other (spec.)

Cardiac Adult P P P P P Note I Note 4, 7

Cardiac Cardiac Pediatric P P P P P Note I Note 4, 7

Trans-esophagel (Cardiac) _________

Other (spec.)

Peripheral Peripheral vessel __________

Vessel Other (spec.)

N-new indication; P= previously cleared by FDA K100136; E= added under Appendix E

Additional Comments:
Cotor.Doppler includes Power (Amplitude) Doppler
Note 1: B,/M, B/Color vt, B,/PWD or CWD, B/Color Doppler, B/Color Doppler,'PWD or CWD, B:Power Doppler/PWD, B/Color Doppler/ColorivI
Note 2: Includes imaging for guidance of biopsy
Note 3: includes infertility monitoring of follicle development
Note 4: Color Nt-mode
Note 5: For example: thyroid, parahyroid. breast. scrowm and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hanmonic ioning (THI)
NoteS8: 3 D imaging

Concurrence of CDRH, Office of In Vitro Diag~nostic Devices (OIVD)

-1 RI scrpion Use (Per 21 CFR 801 . 109)

Divsjon of ;4Z01ogical Devwexs

Ofc of in Vitro Diagni Devic Evaluation ad Safety

Indications for Use 5K A i ~ iSection 1.3, pageS8



5 10(k) Prerniarket Notification 'vySono U6i Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: 3DC2-6 for use with lMySono U6
Intended Use: Dia-onostic ultrasound imaging or fluid floxY analysis of the human body as follows:

_____________Cinical Applicatioa Mode of Operation (*includes simnultaneous B-mode)

General Specific BI NM PWD CWD Color Combined Other
(Track I only) (Tracks I & Ill) IDoppled (Spec.) ISpec

Ophthalmic Ophthalmic- -it
Fetal (See Note 31 P P PP P Note I Note 2, 4, 7, 8

Abdominal P P P P Note I Note 2, 7, 8

[ntra-operative (See Vote 6&

bitra-operaitive (Neuro.)

Fetal Imaging- Laparoscopic

& Other Pediatric P P P P Note I \lote 2, 7.8

Small Organ (See NVote .5)

Neonatal Cephalic

Adult Cephalic ___________

Trans-rectal

Trans-vaginal

Tras-urethral

Trans-esoph. (non-Cardiac)

yfusculo-skel. (Convent.)

M uscalo-skel. (Supertic.)

hitra-luminai

Othei (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Tmans-esophaoeal (Cardiac)

Other (spec.

Peripheral Peripheral vessel
Vessel Other (spec.)

N=- new indication; P= previously cleared by FDA K1 12646; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitusde) Doppler
Note 1: RIM. B/Color NI, B/PWD or CWD, BSColor Doppler, BColmr Doppler/PWD or CWD, B/Power Doppler:,PWD. BColor Doppler/ColorkM
Note'2 Includes imaging for guidance of biopsy
Note 3: Includes infectiliov monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid, breast, scrotumn and penis in adult, pediatric and neonatal patients
Note 6: Abdcominmal organs and peripheral vessel
Note 7: Tissue Harmcnic Imaging (TI)
Note 8 3 D imagine

Concurrence of CDRH-, Office of In Vitro Diag nostic Devices (OlVD)
Prescription Use (Per 2 I CER 80 1 109)

(iinSign-O)
Dminoadiological De~ces

Ofiee Of In Vitro Diagnostic Devie Evaluation and Safety

Indications for Use /10K i22c&/S- Section 1.3, Page 9



5 10(k) Premarket Notification MySono U6 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: 3D4-9 for use with MySono 1U6
ffitended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operattion (-includes Sitmultaneous B-mode)

General Specific B NI PWD CD Color Combined*Ohe
Track!I onlv) (Tracks I & [[1) I W Dopler I (Spec.) T 77SPpe1c.)1

Ophthalmic Ophthalmic

Fetal (See ;ote 3) _______

Abdominal

1mnm-operative (See Mote 6)

Ina-nperative (Neuro.)

Fetal lnaginq Laparoscopic

& Other Pediatric

Sinai) Organ (See Vote 5}

Mieonatal Cephalic ___________

Adult Cepha lie __________________

Trans-rectal N N N N Note I Note 2, 7,8

Tmuns-vaginal N N N1 N Noate INoe,7.

Trans-urethral

Traris-esoph. (non-Cardiac)

Mtasctalo-skel. (Convent,)

Nlusculo-skel. (Supertic.)

nta-luminal

Other (spec.

Cardiac Adult

Cardiac Cardiac Pediatric ___________

Trans-esophagzeal (Cardiac)

Other (spec.)

Peripheral Peiera vssel ______________

Vessel 5ithme~pec.~v )

N= newv indication: P= previously cleared by FDA; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amnplitude) Doppler
Note 1: BAK, B/Color NI, B/PM/U or CWD. B'Color Doppler. BColor DopplerPWflor CWD. BiPower Doppler/P WD, BColor Doppler/ColorNM
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infentility monitoring of follicle development
Note 4: Color M-lmodle
Note 5: For example: thyroid, parathyroid, breast, scrowmn and penis in adult, pediatric and neonatal patients
Note 6: Abdominal megans and peripheral vessel
Note 7: Tissue Harmonic Ianacing (THI)
Note 8: 3 D imagingz

Concurrence of CORE), Office of In Vitro Diag-nostic Devices (OIVD)
Prescription Use (Per 21 CFR 801. 109)
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5 10(k) Piernarket Notification NMySono U6 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: CW2.0 for use with MvySono U6
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClinWeal Application Mode Of 0 eration lincludes simultaneous B-mode)

General Specific B NI PWD CWD Coor [Combined' Other

Track I only) (Track, I & HI1) - - -FDoUpplfet (Spec.) spec')

Ophthalmic Ophthalmic I___________________
Fetal (See Vote 3)
Abdominal

intra-operative (See Vote 6,

tim-opetati/ (Neuro.) ___________

Fetal ionizing Laparoscopic

& Other Pediatric

Small Oryan (See. Vote ij

Neonatal Cephalic

Adult Cephalic p

Trans-rectal

Trans-vaginal ____ ______

Trans-urethral

Trans-esoph. (non-Cardiac)

Ntusculo-sket. (Convent.)

Musculo-skel. (Superfic.)

lntra-lumiual _______________________

IOther (spec.) ______

Cardiac Adult P ______

Cardiac Cardiac Pediatri.c p

Trans-esophagreal (Cardiac) ____

Other (spec.)

Peripheral Peripheral vessel ______

Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K0937 14: E= added under Appendix E

Additional Comments:
Color Doppler includes Power (ANmpitude) Doppler
Note I: B/,NI, B/Color NI, B/PWDorC\VD. BiColor Doppler, B/Color Doppler/PWDorCWD, B!Pover Doppler;PWD. BiColor Doppler'ColoriM

Note 2: tncliudes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatri and neonatal patients

Note 6: Abdominal omeans and peripheral vessel
Note 7: Tissue Harmonic lImaging (THI)
Note 8: 3D imaging

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription Use (Per 21 CER 801. 109)
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